1 OFFICE OF ESTABLISHMENT LICENSING AND PRODUCT SURVEILLANCE ADVERTISING .. Page 4 of 8 


before publication/dissemination, for review only, proposed drafts of introductory advertising 
materials including "Coming Soon" advertisements, launch advertisements and those 
advertisements intended to be used in the first 120 days following approval. 

CBER will review all advertising and promotional labeling for products that have been licensed 
for more than 120 days on a surveillance basis (except as noted above for products reviewed 
under the Accelerated Approval regulations). 

The FDA form 2567 is to be used for all introductory advertising and promotional labeling, all 

materials following approval, as well as any submission for a request for review and comment. 
Applicants should submit all proposed drafts of introductory advertising and promotional 
labeling, including all "Coming Soon" pieces and "launch" materials in duplicate with Part I of 
the form FDA-2567, to the Advertising and Promotional Labeling Staff (APLS) prior to the 
issuance of a biological product license and/or receipt of an approval letter. 

Applicants may request the APLS to review and comment on a proposed promotional labeling 
piece or an advertising campaign at any time. This request should be in writing, accompanied 
by Part I of the form FDA-2567 and sent directly to APLS. 

Applicants should continue to submit to APLS final copies of all advertising and promotional 
labeling with Part II of the form FDA-2567, at the time of initial publication of the 
advertisement or distribution of the promotional labeling, for inclusion in their product files. 

Part II of the completed form FDA-2567 should accompany all final printed, published or 
produced material and all media. 

Please follow the instructions provided below in completing the form FDA-2567: 

1. The form should be typed. 

2. Include the license number and name of the firm in the space provided for the 
manufacturer's name. 

If a license is pending and has not been issued, or if the submission reflects information 
contained in a supplement to an existing Product License Application, include the 
reference number of the pending submissio n. 

3. The form should be signed by the responsible head with the typed name also appearing 
(signatures are often difficult to read). 
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